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Editorial
The changing face of research ethics
The oriental curse "may you live in interesting
times"cansurelyapplytothemedicalprofession,
who have had over the last decade to absorb
myriad changes in their professional lives. The
changing circumstances ofresearch ethics are no
different and over the next 18 months there will
be atransition fromthe voluntary self-regulation
that has characterised medical research in the
United Kingdom (UK) to regulation by statute.
The new regulatory processes are a consequence
of several forces;
* A new protocol on Biomedical Research, that
has evolved fromthe ideals and aspirations of
the European Convention on Human Rights,
istobeincorporatedintoUnitedKingdomlaw
by May 2004. Protection ofthe rights, safety
and well being ofresearch participants is the
basis of this directive with participant
autonomy being a dominant theme.
* Societal change in the UK also supports the
paramount right of self-determination
(autonomy) of patients and other research
participants. The argument that patients, as
beneficiariesofpreviousresearch, shouldhave
aresponsibilitytoparticipateinresearch,holds
little sway today.
* The establishments ofTrusts as legal entities
in the early 1990's imposed responsibilities
onChiefExecutivesforthewell-beingoftheir
patients and this included responsibility for
research participants.
* The medical profession has been subjected to
increasedregulationintheformofrevalidation
and other aspects of clinical governance. A
logical extension of these processes is
"Research Governance" which is already in
placeinEngland, ScotlandandWales andwill
be introduced into Northern Ireland within 18
months.
* The Human Organs Enquiry highlighted a
lack of regulations or guidelines concerning
the use of post-mortem materials and waste
human tissues (including blood) for research
purposes.
Abriefoverview oftheresearchethics process in
Northern Ireland may help to put these future
changes into context. The Research Ethics
Committee (REC) at Queen's University Belfast
is an independent committee of the Faculty of
Medicine and Health Sciences and has been in
existence from 1971. My understanding is that
this REC was one of the first to be established
within the United Kingdom. The purpose of a
Research Ethics Committee in reviewing a
proposed study is to protect the dignity, rights,
safety and well-being of research participants.
HoweverRECsalsotakeintoaccounttheinterests,
needs and safety ofresearchers who are trying to
undertake good research. Furthermore, RECs do
not regulate research.
The medical profession, with little interest or
financial support from the Department ofHealth
established RECs throughout the UK. Despite
this disinterest, for almost three decades RECs
throughout the UK, have applied national and
international ethical criteria as appropriate (The
Nuremburg Code, theDeclarationsofHelsinkiof
theWorldMedicalAssociation,theRoyalCollege
of Physicians, the Association of the British
Pharmaceutical Industry, the Royal College of
Psychiatrists, the Medical Research Council).
The process of formalising the role of RECs
started in 1991 with the issuing of guidance
(HSG [9]15) -the 'RedBook'-bytheDepartment
ofHealth but there was still no legal requirement
for a researcher to submit a proposal to any REC
andnosupport,eitheradministrative orfinancial,
forthe functioning ofRECs. In the last two years
theDepartmentofHealthhasestablishedaCentral
Office for Research Ethics (COREC) that is co-
ordinating the changes required to comply with
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The changes will be profound and include;
* ResearchEthicsCommitteeswillbecomelegal
entities but remain independent within the
Department of Health.
* Common guidelines have been developed by
COREC to regulate the composition and
functions ofall RECs. The remit ofRECs has
been significantly expanded to include all
research involving human participants within
the NHS whether they are patients, relatives
of patients or NHS staff, research on the
recentlydead,humantissuesorresearchusing
NHS premises ordata. All research involving
the above categories must be submitted to a
recognised REC for approval. All research
taking place within the NHS additionally
requires the approval of the host NHS
organisation-theseareabsoluterequirements.
To proceed without these will constitute
research misconduct.
* A Standardised NHS application form, for all
RECs and researchers, is to be introduced in
October 2002 with full compliance in its use
requiredbyMay2003.Thisformiscomprised
offourparts; Parts A & B deal withthe details
ofthe research application and ethical issues.
PartC deals with "Locality" issuespertaining
to Multi-Centre approved trials and Part D
addressesresearchmanagementissuesrelating
to approval, support and indemnity from host
NHS trusts.
* A National Register of research studies and
researchers is to be developed.
* The Department ofHealth will be required to
fullyresourcetheREC'stoallowthemtofully
comply with the new stringent guidelines.
Asalready stated, RECsdonotregulateresearch;
theygiveanopiniononresearchproposalsbrought
to the committee. Furthermore RECs at present
are not required to monitor the research process,
merelyadvise.ResearchGovernanceisconcerned
with standard setting (ethical, scientific quality),
defining mechanisms of delivery of such
standards,describingmonitoring and assessment
arrangements. Whilewestillawaitthecompleted
AdditionalProtocolonBiomedicalResearchfrom
the European Union, the most recent draft does
not deal with post mortem material and this is an
interesting oversight. However one must
recognisethatthevariousinternationalguidelines
have assumed that human research participants
were alive! Furthermore "ownership" of
postmortem material is confounded by the status
ofthedeceasedinthatoncedeceased, apersonno
longer legally exists and therefore (the deceased
or family) cannot have property rights over post
mortem material.
Following concerns raisedby the Human Organs
Inquiry, COREC have specifically included
research using human tissues (e.g. blood, bone,
skin, organs) of past or present patients and the
recentlydead,withintheremitofResearchEthics
Committees. While it is entirely appropriate that
thiscategory shouldbesubmittedtotheResearch
Ethics Committee it will cause great difficulties
for many laboratories who use surplus tissues,
following diagnostic testing, for standard setting
and the development of new analytical tests. A
generic consent form, that will allow patients to
donate surplus tissues, is urgently required.
What should researchers, who wish to continue
their studies, do?
* Applicationsmustbesubmittedbyestablished
Principle Investigators (PI). From October
2002, PIs should apply to the Research Ethics
Committee, QUB using the Standard NHS
application form (Parts A & B) that can be
obtained from the COREC website. As an
electronic format is unavailable at present
submissions should be made in paper format.
* Inparalleltotheethical submissionPIswillbe
required to submit their proposals to the
research management process within their
employing Trust. Each Trust that wishes to
supportresearchisrequiredtohaveestablished
aresearchmanagementprocessthatdealswith
host indemnity, approval and support.
(COREC advises that, to minimise delays,
ethical review and the research management
process should proceed in parallel.)
* ItisthePrincipalInvestigator'sresponsibility
toensurethatthedesign,conductandreporting
of the study conforms to the new standards.
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In conclusion, the research ethics process is in a
period of rapid transition from voluntary self-
regulation to regulation through legislation. It is
hoped that the new regulations will improve
research quality and safeguards for the public.
The significant increase in bureaucracy will
necessitate the development of several fully
resourced RECs in Northern Ireland that will
apply the new regulations while minimising
administrative delays. ForRECs,researchers and
trust research management offices the next 18
months will indeed be "interesting times"
DrTerryMcMurray,MD,MA(Ethics &Law),
MEd,Chairman,ResearchEthicsCommittee,
Queen's University Belfast.
Useful links:
Central Office for Research Ethics
http://www.corec.org.uk
Convention on Human Rights and Biomedicine.
http://conventions.coe.int.Treaty/en/Html/l 64.htm
Use of human organs and tissues.
http://www.doh.gov.uk/orgretentionadvice/index.htm
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